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SUMMARY: The Food and Dug Administration (FDA) is announcing an opportunity for public 

comment on th.e proposed collection of certain information by the agency. Under the Paperwork 

Reduction Act of 1995 (the PRA), Federal agencies are required to publish notice in the Federa!- 

Register concerning each proposed collection of informaripn, including each proposed extension 

of an existing collection of information, and to allow 60 days for public comment in response 

to the notice. This notice sol.icits.comments on the reporting requirements contained in existing . ~,rxna).~-i,.“sc ,” ,. ,...LI.., c dX,f 

FDA regulations regarding the genera1 administrative procedures for a person to petition the 

Commissioner of.Food and Drugs (the Commissioner) to issue, amend, or revoke a rule; file a 

petition for an administrative reconsiderattion”or an:ad,iinistrative stay of action; and request an - . . .,, ‘, ,’ j ‘ 

advisory opinion from the Commissioner,, I ., ., 

DATES: Submit writtenor electronic,cqmnrents on the collection of information by [insert date .? ,,/,B.‘, /,, --‘.,‘p.T- .:“’ : :,...--yz ,_(,” ,_ ., ~,~“:I:.-‘; i 1 

60 days aflrer date of publication in the Federa! gegister]. 

ADDRESSES: Submit elec,tronic comments on the collection of information to http:// “*. .* ~,..:l.,<, r-e.*. iiF~~,TXi~“-Y,~~,.~,,,~~ JW~ ,2*,?9;,“..& wi*ni~,&:,~/~ ~~!~*ww’“e~ . . .a >.-:>~ .;‘iwi$ j ‘* _/ .‘ ;;$z*& %&. ; _ , _ ~ _, _, 

www.accessdata.fda.gov/scripts/oc/dockett written comments on the -, v‘& ,*i^_ _A e. .:.i** ’ .I,j. i .,,,_ :RT -.w; ~y:>wa” ,7.-I ), I ^ ,.. : :- ._‘_ >, ̂, 

collection of information to the Doclcets @aagement Branch (HFA-305), Food and Drug , a. ,_ ._ 

oco2151 



~ Administration, 5630 Fishers Lane, r-m. 1061, Rockville, MD 20852. All comments should be 

identified with the docket number found in brackets. in, the,,he.ading of this document. 

FOR FURTHER INFORMATION “il..’ CONTACT: JonnaLynn P. Capezzuto, Office of Information Resources , /I”* “,“, ,jr /.*A. ‘Il‘.-A~ ..,, I., “;(e4.**, .*Qil &“* *, “. 

Management (HFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 

20857,301-827-4659. 

SUPPLEMENTARY INFQPMATION: Under the PRA (44 U.S.C. 3501-3520), Federal agencies must I.- ,- .*, I .I :. * za ! ,: _ .” 

obtain approval from the Office of Management and Budget (OMB) for each collection of 

information they conduct or sponsor. “Collection of information” is defined in 44 U.S.C.~,.35(I2(3) ‘.~ ~-,,-~-.~.*_ll”‘I_i~_yI_ ,,,. 1,.__1 .‘“_ *.,,(,/, ,“‘ j, “i/ ,Z^_( 

and 5 CFR 1320.3(c) and includes agency requests or requirements that members of the public 

submit reports, keep records, or provide information to a third~party. Section 3506(c)(2)(A) of 

the PRA (44 U.S.C. 3506(c)(2)(A)) requires Federal agencies to provide a 6O-day notice in the 

Federal Register concerning each proposed collection of jnformatjon, including each proposed 

extension of an existing collection of in,formation, before submitting the collection to OMB for 

approval. To comply with this requirement, FDA is publishing notice of the proposed collection 

of information set forth in this document <, “.d . . A,, ~.. F s<*~;\,*..,,;” , , -’ , \ j, “, ,” “) ” .,., #I (, , , / ,, (, / ,, ,_ _ .I, 

With respect to the following collection of informati.on, FDA invites comments on: (1) 

Whether the proposed collection of information is necessary for the proper performance of FDA’s _ */. I**.‘--*., ,.I ,*.*i 

functions, including whether the inforrnatjon will have practical utility; (2) the accuracy of FDA’s _ ,. 

estimate of the burden of the,proposed collection of informati,on, including the validity of the 

methodology and assumptions used; (3) ways to enhance the quality, utility, and clarity of the 

information to be collected; and (4) ways to minimize th,e”burden of the collection of information ^ . 

on respondents, including through the use of automated, colLection techniques, when appropriate, _. i. .< :, 

and other forms of information technology. ^ ~/, _I .,.,, “_.a I 



, General Administr$iye Srscea?l~~s:,,,Citizen Petitions; Petition for RecW$d,eratiqq or. Stay ~ ,;, .b”, .qp*.*,>,.sy‘ _(,. 1 /, .( , ” 

of Action; Advisory Opinions-. 21 CFF I%& 1.0 (O?!JB Control No. 0910-0183)-Extension 

The Administrative~ F’rocedures8-A$(5 U.S.C. 553(e)) provides that every agency shall give 

an interested person the right to petition for issuance, amendment, or repeal of a rule. Section 

10.30 (21 CFR 10.30) sets forth the format and,,procedures by whjch an interested person may 

submit to FDA, in accordance with $10.20 (21 CFR 10.20) (submission of documents to the , 

Dockets Management Branch), a citizen petition requesting the Commissioner to issue, amend, 

or revoke a regulation or order, or to take or refrain from taking any other form of administrative 

action. 

The Commissioner may grant or deny such a petition, in whole or in part, and may grant 

such other relief-or take other action as the petition warrants. Respondents, are individuals or TI ._.*_*__ “1: ;, t 

households, State or local governments, non-for profit institutions and busmesses orother for-profit 

institutions or groups. 

Section 10.33 (21 CFR 10.33) issued under section 701(a) of the Federal Food, Drug, and 

Cosmetic Act (the act) (21 U.S.C. 371(a)), sets forth the format and procedures by which an 

interested person may request reconsideration of part or all of a decision of the Cornrn@oner 

on a petition submitted under 6 10.25 (21 CFR 10.25) (initiation of administrative,proceedings). _1 ,.,“a ..~II 

A petition for reconsideration -must containS~a, ffj,? statement in a well-organized format of the factual s f-“. (%a. ,ws’” L +,;;,v,* <PA :J& .fir &.,, 3:‘” ;Yf;&:ia,, ‘j_ I_ I / (/,, ,_ ) _-,~.-.-d;~ .x. 

and legal grounds upon which the petition relies. The grounds mu,st demonstrate) that relevant .j- ,I.._r..l_*,I*. ,_I . 

information and views contained in the administrative record were not previously or not adequately c-a* .*.I_.y”*.l -, _iY”.., .-*;,.‘%a i’lbl”“^d*s”<** ,~~*s.~~,~~~‘i;?,.,‘~. *< ,b :, ; ya”,- ,y. ,.YT”- 8‘ &*. ; / -_ (” j ), -( _ ” 

considered by the Commissioner. ‘Ihe respondent must submit a petition no later than 30 days 

after the decision involved, j-looever, rbe Commissioner ,may, for good cause, permit a petition 

to be filed after 30 days. An interested person who wishes to rely on information or views not. , 

included in the a&nin&ative record shall submit them with a new petition to modify the decision. 8 ‘ -,_ ** I I,% ,*E,‘.“irir~~,~~~~~~~~-~i-.,“~~~,-~~~~~”~,~;.r.. f&&,is*;,&3 ( ,..” I __ r ,,, _( _ ( ( .,_ 

FDA uses the information provided in the request to determine whether to grant the petition for 

reconsideration. Respondents to this collection, of mformati~on are individuals of households, State ‘I? “riS?,.i .,.I~.*‘.‘:,&“’ e,+*,, <. ,“‘) ._ >>> :.,~“‘>.&r”~,;&,; ,, 

,. 
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) or local governments, not-for-profit institutions, and businesses or other fqr-profit instructions who . 

are requesting from the C~m~GssionF a.recQqsider~ati,on.Qf a matter. _,. . . I- ,T ,,* (A.‘..,” ._ ‘,,-^” ,__“... _ ;. _. ,,._ .. .a, ,... 

Section 10.35 (21 CFR 10.35) issued under sectj,&n.7@(a) of the act, sets forth the forr@ 

and procedures by which an interested person may request, in accordance with 5 10.20 (submission 

of documents to the Dockets Management Branch), the Commissioner to stay the effective date ., I ..,..I h-3” .TTx-,rn “.,,+“,,\’ 

of any administrative..actipn. ,,. 

Such a petition must: (1) Identify the decision involved, (2) state the action requested- 

including the length of time for which a,Stay is requested, and (3) incIude a statement of the 

factual and legal grounds on which the interested person relies in seeking the stay. FDA uses _$ :a --*.a. ,..” il 

the infopatisn provided in the request to determine whether to grant the petition for stay of action. 

Respondents to this..i~n@rn&on collection are interested persons who chqose t.9 fij,etia petition “_ s “d.” i* ,.*_a., G‘“-“-, i_<. ..a ,Lc:,. #&;,-.: &.“,.‘y)G.. ,,, -““l-i ‘Q. ̂  ..I_ , _ ,,, 

for an administrative stay of action. 

Section 10.85 (21 CFR 10 85), i I,. “^ ‘~, -. issued under section TO!(a) of the the act, sets forth the format 

and procedures by which an interested person may request, in accordance ,wi!h 6 10.20 (submission 

of documents to the ,Docl+s,Management Branch), an advisory opinion from the Co@zsioner .,. 

on a matter of general applicability. An advisory opinion represents the formal position of FDA 

on a matter of general applicability. When making a request, the petitioner must provide a concise 

statement of the ~SSIIIS~~~~ questions on which an opinion is requested, and, a full statement of 

the facts and legal points ,reje~a~t~,~,~ .t_he.xF*quest. Respondents to this cp&ctiFF.of information .i ” 

are interested persons seeking an advisory opinion from the Commissioner on the agency’s formal ..^ . . . :_ _/, _” (_/ 

position for matt$rs of general applicability. . 

FDA estimates the burden of *is $, .__. _, :ojlection of informatir x. :,‘.dL*‘.““. I_, e.,ii, 
) ANNUAL BEPCJRT TABLE 1 .-- ESTWU-EC ‘NG w??EN1. /_ _( I I 

. 

21 CFR Section No. of Respondents Annual 
Resoonse Total Annual Responses Hours per 

Response Total Hours 



1 The burden estimates for this .~-~~2ec~~~~,,pf,inf~,~~~~.~o? ,@..based oniagenc,y records and .’ ,..I?., _ 

experience over the past 3 years. Agency personnel handling the petitions for 0 10.30 estimate 

150 (citizen petitions) received by the agency annually, each requiring an average of 12 hours 

preparation time. Agency personnel handhng the petitions for 5 10.33 (administrative 

reconsideration of an action) estimate 10 requests are received by the agency annually, each 

requiring an average of 10 hours preparation time. Agency personnel handling the petitions for 

6 10.35 (administrative stay of an action) estimate 13 requests are received by the agency annually, 
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* each requiring an average of 10 hours preparation time. Agency personnel handling the petitions 

for $10.85 (advisory opinions) estimate 3 requests are received by the agency annually, each 

requiring an average of 16 hour? preparation time. 

Dated: 6 -awq 

June 27, 2002. 

Associate CoJnmitSSiO?er 

[FR Doe. 02-????? Filed ?Tz7?-92; 8:45 am] 
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